~ Anita F. McMahon
1646 Belmont Avenue
Baton Rouge, LA 70808

May 11, 1999 o S S LU U PR
S G189 R T4 MOte

Dockets Management Branch (HRA-305)
~ Food & Drug Administration ,

5630 Fishers Lane, Room 1061

Rockville, MD 20857-0003

RE: Docket No. 98N-1265

I have the medication | need because a compounding pharmacy in Wisconsin went to the trouble
to develop the medication when standard pharmacies and doctors were unwilling to provrde it. In
fact | was laughed at by some physicians when | complained that the AMA approved course of
medication was causing me difficulty! My family care physician keeps trying to get local
pharmacies to provide this medrcatron and they have been unwrllrng and unable overthe last
several years.
Under the proposed changes contained in the Memorandum of Understandrng (MOU) as
published on January 21 of this year - as well as the Compoundmg Section 503A of the
Modernization Act - | could no longer obtain this medlcatron This is ¢ertainly not in my best
interest and can not be anyone else's best interest who is dependent on the creative solutions the
~ ‘compounding pharmacies are provrdmg in the current vacuum generated by the standard
medical estabhshment :

In all the years | have been taklng these drugs, my Compoundmg Pharmacy has gone out. of ,
their way to answer all my questions and to talk to my primary care physician at any time about
their compounds. At no time did | feel that what | was taking was unsafe. Therefore I can only
conclude that the proposed actions of the FDA under this MOA would nét be as a watch dog for
my safety but would, instead, limit my accessibility to medication that is right for me. :

This MOU must be amended to eliminate any restnctlon to the dellvery ofa compounded
_ medicatjpn prescribed for me, regardless of where | may Irve or may travel

B ton Rouge, LA 70808

cc: Sen. John Breaux i o Doy N L
Sen. Mary Landreu L .
Rep. Richard Baker
Dr. Linda Stewart
Women's Intematlonal Pharmacy
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United States Shipping

Complete applicable white sections of the U.S. Airbill. Sign and
date the Airbill at the Sender’s Signature line. Please press hard.
2. Peel off protective covering from back of Airbill.

3. Affix Airbilt to envelope within dotted lines shown.

4, When using a Drop Box — follow special instructions on
the Drop Box.

International Shipping
{Inchwdes Canoda & Peerto Rico)
To help easure legibility of this meltiple-part form, please type
= 1. Complete applicable sections of the International Express Airbill.
' Sign and date the Airbill at the Sender’s Signature line.
2. Place Airbill and necessary documentation in plastic sleeve.
Seal sleeve.
Peel off backing of plastic sleeve.
Affix plastic sleeve to envelope.
Retain bottom copy of Airbill for your files.

ARl

Limitation on Contents

The maximum acceptable contents of a Letter Express are forty (40)
8-1/2 x 11 pages. If the gross weight of the contents, envelope and
airbill exceeds 1/2 pound, the next higher rate will apply. Contents
must be of a size and shape which fit the envelope and allow it to be
securely sealed without damage. Cash or cash equivalent should not
be shipped. Items of high intrinsic value should not be shipped in
Letter Express packaging.

Limitations of Liability

Liability of Airborne Express is limited on Letter Express to $100.00
U.S.D., unless a higher value is declared for carriage on our airbill.

§

The maximum declared value on the Letter Express is $500.00 U.S.D.
Airborne Express shall not be liable in any event for special,
incidental or consequential damages, including but not limited to loss

of profits or income. Services are provided as defined in the current
Airborne Express Service Guide (subject to change without notice).
Copies are available upon request.

To reach your local CUSTOMER SERVICE CENTER call 1-800-AIRBORNE (1-800-247-2676).



